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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )[x] Responsive to communication(s) filed on 23 November 2005 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
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4) |3 Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) 1-19.21.23 and 27-30 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 20.22 and 24-26 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 1648 

This Office Action is in response to the Election filed 
11/23/05. Claims 1-30 are pending. Applicant elects without 
traverse Group IV, claims 2 0 and 22-26, and Escherichia as the 
elected specie. Claim 23 is not directed to the elected specie 
and is withdrawn from consideration. Claims 20, 22, and 24-26 
are examined. 

Applicant's supplemental IDS filed 11/23/05 in response to 
the Examiner's request to point to relevant filings by the 
inventors is appreciated. However, it is noted that applicant 
apparently submitted every US patent document by the inventors 
without indicating which documents are material to the instant 
claims. Such a submission is not as helpful as it could have 
been. 

The title of the invention is not descriptive. A new title 
is required that is clearly indicative of the invention to which 
the claims are directed. 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, 
and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to 
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make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 20, 22, and 24-26 rejected under 35 U.S.C. 112, 
first paragraph, as containing subject matter which was not 
described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 

"[T]o be enabling, the specification of a patent must teach 

those skilled in the art how to make and use the full scope of 

the claimed invention without ^undue experimentation.'" 

Genentech Inc. v. Novo Nordisk 108 F.3d 1361, 1365, 42 USPQ2d 

1001, 1004 (Fed. Cir. 1997); In re Wright 999 F.2d 1557, 1561, 

27 USPQ2d 1510, 1513 (Fed. Cir. 1993); See also Amgen Inc. v. 

Chugai Pharm. Co., 927 F.2d 1200, 1212, 18 USPQ2d 1016, 1026 

(Fed. Cir. 1991); In re Fisher 427 F.2d 833, 839, 166 USPQ 18, 

24 (CCPA 1970). Further, in In re Wands 858 F.2d 731, 737, 8 

USPQ2d 1400, 1404 (Fed. Cir. 1988) the court stated: 

Factors to be considered in determining whether a 
disclosure would require undue experimentation have 
been summarized by the board in Ex parte Forman [230 
USPQ 546, 547 (BdPatAppInt 1986)]. They include (1) 
the quantity of experimentation necessary, (2) the 
amount of direction or guidance presented, (3) the 
presence or absence of working examples, (4) the 
nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) 
the predictability or unpredictability of the art, and 
(8) the breadth of the claims. 



Application/Control Number: 10/659,711 Page 4 

Art Unit: 1648 

A conclusion of lack of enablement means that, based on the 
evidence regarding each of the above factors, the specification, 
at the time the application was filed, would not have taught one 
skilled in the art how to make and/or use the full scope of the 
claimed invention without undue experimentation. In re Wright, 
999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed- Cir. 1993). 

The instant invention is directed to a method of obtaining 
phages which delay inactivation by HDS comprising genetic 
engineering. 

The instant specification suggests on page 28 that 
complement antagonizing peptide LARSNL is contemplated. The 
specification is general and provides only a prophetic examples. 
There is a lack of guidance to genetically engineer coat 
proteins which delay inactivation by HDS from the prior art and 
the specification completely lacks any working examples. Given 
the imperfectly understood variables such as biological stabil- 
ity, half -life, and clearance from the blood that are important 
parameters in achieving successful therapy, it is not clear how 
one can make a composition that would not be inactivated in vivo 
before producing a sufficient effect, for example, by 
proteolytic degradation or immunological activation. There are 
no specific teachings in the disclosure that would allow one to 
have a reasonable expectation of success in practicing the 
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claimed invention. One is only left with speculation and an 
invitation to experiment. Therefore, the claimed invention lacks 
an enabling disclosure. 

The instant invention, based on the evidence as a whole, in 
light of the factors articulated by the court in In re Wands, 
lacks an enabling disclosure. 

Claims 20, 22, and 24-26 are provisionally rejected under 
35 U.S.C. 101 as claiming the same invention as that of claims 
20, 22, and 24-26 of copending Application No. 10/866193. This 
is a provisional double patenting rejection since the 
conflicting claims have not in fact been patented. 

Patent 4,332,8 97 is not applied as prior art because it 
teaches changing the endonuclease cleavage site in the virus but 
does not teach or suggest modifying the surface proteins to 
protect from HDS . 

No claims are allowed. 

Papers related this application may be submitted to Group 
1600 by facsimile transmission. Papers should be faxed to Group 
1600 via the PTO Fax Center. The faxing of such papers must 
conform with the notice published in the Official Gazette, 1096 
OG (November 15, 1989) . 
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The Group 1600 Official Fax number is: (571) 273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to the Tech 
Center representative whose telephone number is (571) -272-1600 . 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Jeffrey 
Stucker whose telephone number is (571) -272-0911 . The examiner 
can normally be reached Monday to Thursday from 7:00am-3:30. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, James Housel, can be 
reached on (571) -272-0902 . 



JEFFREY STUCKER 
PRfMARY£XAM?KER 




